Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
October 5, 1999 .

Attachment B:

Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92(c).

@ GE Medical Systems

General Electric Company
P.O. Box 414, Milwaukee, Wi 53201

Section a):

1. Submitter: GE Medical Systems
PO Box 414
Milwaukee, WI 53201

Contact Person: Allen Schuh,
Manager, Safety and Regulatory Engineering
Telephone: 414-647-4385; Fax: 414-647-4090

Date Prepared: October 5, 1999

2. Device Name: GE LOGIQ 700 Diagnostic Ultrasound with Harmonic Imaging Modification.
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-1YO

3. Marketed Device: GE Medical Systems LOGIQ 700 diagnostic ultrasound system, 510(k) Numbers
K930768, K960527, K964617, K964886 and K990226, currently in commercial distribution.

4. Device Description: The LOGIQ 700 with Harmonic Imaging is a mobile console approximately 70 cm
wide, 120 cm deep and 120 cm high that provides full 128 channel capability and assorted probes. The
user interface is an adjustable height keyboard, small A/N display panel and a color video display monitor.
Optional image storage or hard-copy devices are integrated into the design. Harmonic imaging enhances
or highlights the imaging of nonlinear tissue characteristics.

5. Indications for Use: The LOGIQ 700 with Harmonic Imaging is a general purpose ultrasound imaging
system intended for use in the evaluation of soft tissue and vascular disease in the head, neck, chest,
abdomen, pelvis, male and female reproductive organs, limbs and pregnant uterus. Specific indications
are: fetal, abdominal; intraoperative abdominal and neurological; pediatric; small organ including breast,
testes, thyroid; neonatal cephalic; cardiac adult and pediatric; TR; TV; PV; urological; and conventional
and superficial musculo-skeletal.

6. Comparison with Predicate Device: The GE LOGIQ 700 Diagnostic Ultrasound System with Harmonic
Imaging iis of a comparable type and substantially equivalent to the currently marketed GE LOGIQ 700. !t
has the same technological characteristics, is comparable in key safety and effectiveness features, uses
the same design, construction, and materials, and has the same intended uses, operating modes and
probes as the predicate device.

Section b):

1. Non-clinical Tests: The device has been evaluated for acoustic output, biocompatibility, and thermal,
electrical and mechanical safety, and has been found to conform with applicable medical device safety
standards. Harmonic imaging is implemented with conventional digital image processing technology.

2. Clinical Tests: None required.

3. Conclusion: Intended uses and other key features are consistent with traditional clinical practice, FDA
guidelines, and established methods of patient examination. The design and development process of the
manufacturer conforms with 21 CFR 820, ISO 9001 and EN 46001 quality systems. The device conforms
to applicable medical device safety standards and compliance is verified through independent evaluation
with factory surveillance. Diagnostic ultrasound has accumulated a long history of safe and effective
performance. Therefore, it is the opinion of GE Medical Systems that the GE LOGIQ 700 with CE is
substantially equivalent with respect to safety and effectiveness to devices currently cleared for market.
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Food and Drug Administration
8200 Corporate Boulevard

NoV - 5 1999 Rockville MD 20850

Allen Schuh

Manager, Ultrasound Safety and Reqgulatory Engineering
General Electric Medical Systems

P.O. Box 414

Milwaukee, WI 53201

Re: K993365
GE Logig 700 Diagnostic Ultrasocund System (Harmonic Imaging)
Dated: October 5, 1999
Received: October 6, 1999
Regulatory class: 1II
21 CFR 892.1560/Procode: 90 IYO
21 CFR 892.1570/Procode: 90 ITX
21 CFR 892.1550/Procode: 90 IYN

Dear Mr. Schuh:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalent (for the indications for use stated in the enclosure) to legally
marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general
controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions
against misbranding and adulteration.

This determination of substantial equivalence applies to the following
transducers intended for use with the Ultrasound Imaging and Doppler Fluid
Flow Measurements of the Human Body, as described in your premarket
notification:

Transducer Model Number

548c, 348c, LA 39, M12L, M3c, Mic

If your device is classified (see above) into either class II (Special
Controls) or class III (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regqgulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with the Good
Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General (GMP) regulation (21 CFR Part
820) and that, through periodic QS inspections, the FDA will verify such
assumptions. Failure to comply with the GMP regulation may result in
requlatory action. 1In addition, the Food and Drug Administration (FDA) may
publish further announcements concerning your device in the Federal Register.
Please note: this response to your premarket notification does not affect any
obligation you may have under sections 531 and 542 of the Act for devices
under the Electronic Product Radiation Control provisions, or other Federal
laws or regulations.
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This letter will allow you to begin marketing your device as described in your premarket notification. The FDA
finding of substantial equivalence of your device to a legally marketed predicate device results in a classification for
your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10
for in vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4591. Additionally, for
questions on the promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). Other general information on your responsibilities under the Act may be obtained from the Division of
Small Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its internet
address “http://www.fda.gov/cdrh/dsmamain.htm]”.

If you have any questions regarding the content of this letter, please contact Robert A. Phillips, Ph.D. at (301) 594-
1212.

Sincerely yours,

Q«/ 4. A
/,f CAPT. Daniel G. Schultz, M.D.
Acting Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Sent by: GE ULTRASOUND 4146474080, 11/03/89 1/:02; Jetfax F2UD;rayge 4/ 1u

Spacial 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
October 5, 1999

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ 700 System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application A B M PWD | CWD Color | Amplitude| Color |Combined Other
' Dogpler | Doppler | Velocity | (specify) | (specity)
Imaging

Ophthalmic
Fetal P P P P P P N
Abdominal P P P P P P N
Intracperative (specify} P P P P P P N

_intragperative Neumlogical P i P P 4 P N
Pediatric P P P P P P " N -

| Small Organ (specity) P P P P P P N
Neonatal Cephalic 4 P P P P P
Aduli Cephallc
Cardia¢ P P P P P P

| Trnsesophageal
Trensrectal P P P P  d P

| Transvaginal P 4 d P P P

1 Trapsuretheral
Intravascular
Peripheral Vaseular P P P P P P N
Laparoscopic
Musculo-skelstal Conventional P P P P P P N
Mugculo-skaletal Superficlal P P [ P P P N
Other (specify) P P d P P P N

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Cardiac is Adult and Pediatric. Small organ includes breast, testes, thyroid.
Other is urological. Combined includes B/M, B/Color, B/PWD, B/Color/PWD, Color includes Color M, -
Intraoperative includes abdominal organs, added via K964886. Musculo-skeletal added via K860527 - .
3D Imaging added via K964617. B-mode includes B-flow imaging K980226. Initial 510(k): K930768
Other mode: Harmonic imaging is optional with B & M modes on selected probes, '

(PLEAGE OO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Otfice of Device Evgiuation (ODE)

&/ /A’w;/ b o iy mrn
(Division Sign-0ff) 7] .

Division of Reproducti
 of Ry 1ve, Abdominal, ENT.
Prescription User (Per 21 CFR 801.109) o A Devis |

510(k) Numberl?qj_f o5
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Sent by:

GE ULTRASOUND 4146474090, 11/03/99 17:02; Jetfax #905;Page 5/10

Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
October 5, 1999

Diagnostic UIfraaound Indications for Use Form

GE LOGIQ 700 with 548c Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Cliical Application A |l B8 | M |pw|own| coor |Amplitude] Color |Combined | Gther
Dopplor | Doppler | Velocity | (specity) | (specify)
Imaging

Ophthalmic

Fetal Pl e | P P P P N

Abdominal P P p P P P N

Intraoperative (specify)

intracperative Neurolagical

Pediatric

Smiall Orpan (specify) P P P P P P N

Neoratal Cephalic

Adutt Cephalic

Cardiac

Transesophageal

Transroctal

Transvaginal

Transursthera)

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other (specity) P P P P P P N

N= new indication; P= previously ¢leared by FDA; E= added under Appendix E

Additional Comments: Small organ includes breast, testes, thyroid. Other includes urological.
Combined modes are B/M, B/Color, B/PWD, B/Color/PWD.

Other mode: Harmonic imaging is optional with B & M modes.

PLEAGE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE I NEEDED)
Concurrence of CDRH, Office of Davice EvduaZ(ODE)

{Division Sign-Off) q

Division of Reproductive, Abdominal ENT'
Prescription User (Per 21 CFR 801.10Q9) and Radiological Devices ’ ’

E-3 510(k) Number J (9 75’ 1465




Sent by: GE ULTRASOUND 4146474080, 11/03/88 17:02; etfax #905;Page 6/10

Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
October S, 1899

Dlagnostic Ultrasound indications for Use Form
GE LOGIQ 700 with 348¢ Transducer
Intended Use: Diagnostic¢ ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clirical Application A | B | M |Pw]|cwn| cor |Ampitide| Color |Combined | Other
Dospter | Doppler | Velocly | (spacky) | (specify)

Imagin:

QOphthalmic .
Fetal P id P 4 P P N
Abdominal P P P P P P N
Intracperative (gpecify) '
intracpsrative Naurological S
Pediatric
Small Organ {specify) P P P P P P N
Neonatal Cephalic '
Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethers|

Intravascular

Perighera! Vascular
Lapgroscopic
Muscule-skaletal Conventiopal
Musculo-skeletal Superficial .
Other (specify) P | P P p P P N
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Small organ includes breast, testes, thyroid. Other includes urological.
Combined modes are B/M, B/Calor, B/PWD, B/Color/PWD.

Other mode: Harmonic imaging is optional with B & M modes.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrance of CDRH, Office of Device Evaluation (ODE)

Prescripton User (Per 21 CFR 801,108)




Sent by: GE ULTRASOUND 414B474090; ©1/03/99 17:03; Jetfax #905;Page 7/10

Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
Ociober 5, 1999

Dlagnostic Ullrasound Indications for Use Form
GE LOGIQ 700 with LA39 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M { Pwo | cWD | Calor | Ampiitude| Color |Combined | Other

Doppler | Doppler | Velocity | (specify | (specily)

Imaging

Ophthalmic
Fetal p P p P P P N
Abdaminal
Intracperative (specify) P e 4 P P P N
Intracperative Neurologica! - L el P .P P P N
Pediatric P P P P P p N
Small Organ (specify) P P P p P p N
Neonatal Cephalic
Adutt Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethera!
Intravascular
Peripheral Vascular P P P P P P N
_Laparoscopic ‘
Musculo-skeletal Conventional P P P P P P N
Musculo-skaletal Superticial P P P P P P N
Other (specify P P P P P P N

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Small organ includes breast, testes, thyroid.

Other includes urological. Combined modes are B/M, B/Color, B/PWD, B/Color/PWD K964617
Intraaperative includes abdominal organs. K964886, Musculo-skeletal added via K960527
Other mode: Harmonic imaging is optional with B & M modes.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE QN ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

bl 4 47
(Division Sign-Off) ﬁi/m

Division of Re :
productive, Abdomi
Prascription User (Per 21 GFA 801.109) and Radiological Devices ominal, ENT,

5100 Number_ K94 3345 : :




Sent by: GE ULTRASOUND 4148474080; 11/03/99 17:03; Jetfax #905;Page B/10

Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Medification
October 5, 1999

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ 700 with M12L Transducer

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A | B | M | PwD| cWD| Coor |Ampitude| Color |Combined | Other
Ooppler | Doppler mﬂv (specify) | (specity)
I

Ophthalmic
Fetal P P P P [ P N
Abdominal

Inlracperative (specify)
Intracperative Neurological
Pediztric

Smal Organ (specify) pl P P P P P N
Neonatal Cephalic
Aduli Cephelic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transuretheral
Intravascular
Peripheral Vasculer P P P P P P N
Laparcscopic
Muszulo-skaletal Conventianal P P P P P P N
Musculo-ckelatal Superficial P P P P P P
Other (specify) Pl p P P P N
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Small organ includes breast, testes, thyroid. Musculo-skeletal added via K960527
Other includes urological. Combined modes are B/M, B/Color, B/PWD, B/Color/PWD. -

Other mode: Harmonic imaging is optianal with B & M medes.

(PLEASE PO NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE I NEEOED)
Concurrence of CORN, Qffice of Device E\nlumif{ODE)

(Division Sign- Off) T

. Division of Reproductive, Abdommal ENT, - L
Prescription User (Per 21 CFR 801.109) and Radiological Devices

5100 Number_/K 993345
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Sent by: GE ULTRASOUND 4146474090; 11/03/99 17:03; Jetfax #905;Page 9/10

Spacial §10(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Modification
October 5, 1999

Dlagnostic Ultrasound Indications for Use Form

GE L.OGIQ 700 with M3c Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWD | CWD Color | Amplilude| Color |Combined Other
Dopper | Depplr | Velecy | spi] | (pocy
_g_nq

Ophthalmic .
Fetal P P P P P P N
Abdoinal P P P P P P N
intracperative (spedily)
Intraoperative Neuralogicsl N RN
Pediatric
Small Organ (specify) _ P P P P P P N
Neonatal Cephalic
Adult Caphalic
Cardiac
Transesophageal
Transrectal

Transvaginal

Transuretharal

Intravasaular

Peripheral Vaseular
Laparoscopic
Musculo-ekaletal Conventional
Musculo-skelatal Superfidal .
Other (spacify) P P P P P P N -
N= new indication; P= previously cleared by FDA; E= added under Appendix £

Additional Comments: Small organ includes breast. testes, thyroid. Other includes urological.
Combined modes are B/M, B/Color, B/PWD, B/Color/PWD.

Other mode: Harmonic imaging is optional with B & M modes.

(PLEASE DO NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence af CDRH, Oftice ef Device Evaluation (ODE)

/,
(Division Sign-Off)

Division of Reproductive, Abdommal, ENT,
and Radiological Devices

Prescription User (Per 21 CFR 801.109) 510(k) Number Jﬁ/q 4 J 9 é {
E-7




Sent by:

GE ULTRASOUND 4146474090; 11/03/99 17:03; Jetfax #905;Page 10/10

Special 510(k) Premarket Notification
GE Medical Systems - LOGIQ 700 with Harmonic Imaging Mcdification
QOctober §, 1999

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ 700 with M7¢ Transducer
intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A 8 M PWD | CWD Color | Ampliltude] Coalor |Combined |  Cther
Doppler | Doppler | Velocity | (specify) | (specity)
Imaging

Ophthalmic

Fetal E E E E E E N

Abdominal E E E E E E N

Intragperative (specify)

Intricperaiive Neursiogical .

Pediatric E E E E E £ - N

Smali Organ (specify) E E E E £ E N

Neonatal Caphalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intravascular

Paripheral Vascular

Laparoscopic

Muscuie-skeletal Conventianal

Musculo-skeletal Superficial

Other (specify)

N= new Indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined modes are B/M, B/Color, B/PWD, B/Color/PWD
Small organ my include breast and testes.

Other mode: Harmanic imaging is optional with B & M modes.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER FAGE IF NEEDED)
Concurrence of COAN, Office of Davice E\nlluatlon(fﬂ

Sid £ @{/f/’/’“"

(Division Sign-Off)
Division of Reproductive, Abdommal ENT,

Prescription User (Per 21 CFR 801.109) and Radiological Devices

s10() Number_ & 797 9.5




